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DETAILED ACTION 
Status of Claims 

1 . Applicants' response, filed 10/14/2008, to the Office Action mailed 6/12/2008 is 
acknowledged. 

2. Applicants canceled Claim 7, amended Claims 1 and 5, and presented 
arguments in response to the Office Action. 

3. Applicants' arguments have been fully considered and are persuasive in part. 
Rejections and/or objections not reiterated from previous office actions are hereby 
withdrawn. The following rejections and/or objections are either reiterated or newly 
applied. They constitute the complete set presently being applied to the instant 
application. 



Claim Rejections - 35 USC §112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5. Claim 5 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which 
Applicants regard as the invention. 

6. Claim 5 recites the limitation "The method according to claim 1 , wherein the 
response is a response to surgery". There is insufficient antecedent basis for this 
limitation in the claim. Claim 1 recites "A method of treating a response in a subject in 
need thereof, wherein the response is selected from the group consisting of trauma, a 
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physiopathological state, hyperthermia, hypothermia, hypertension, hypotension, 
malaise, tissue damage, organ damage, organ failure and fever, which comprises 
administering..." (emphasis added). The claim does not recite a response to surgery 
among the group of responses. 

7. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

8. Claims 1 and 4-6 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claims contain subject matter 
which was not described in the Specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventors, at the time the application was filed, 
had possession of the claimed invention. This is a New Matter rejection. 

Claim 1 as presently amended is drawn to a method of treating a response in a 
subject in need thereof. The Specification as originally filed discloses a method of 
treating a stress response but does not disclose a method of "treating a response". 
The amendment broadens the claims to include "responses" other than stress 
responses;the Specification does not support this. Therefore, the Specification does not 
reasonably convey to one skilled in the art that the inventors, at the time the application 
was filed, had possession of the claimed invention. 
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Claim Rejections - 35 USC § 102 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

10. Claims 1 and 4 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Finke et al. (WO 00/76972 A1 , see Applicants' IDS filled 3/16/05). 

Finke et al. teach inter alia compounds useful as antagonists of chemokine 
receptor CCR5. See page 55, lines 16-29. Finke et al. teach the compound: 



Q^OH 




which is the instantly elected CCR5 antagonist (compound A, disclosed on page 28 of 
the instant Specification). Finke et al. teach CCR5 antagonists are useful in the 
treatment of inter alia diseases and conditions associated with inflammation and 
infection, including graft rejection, reperfusion injury, atherosclerosis, septic shock and 
HIV infection. See line 10, page 53 through line 2, page 54; and page 55, 2 nd 
paragraph. Treatment of these diseases and conditions all read on the instant claim of 
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treating "a pathophysiological state". Treatment of graft rejection reads on the instant 
claim of treating organ failure. Furthermore, the methods taught by Finke et al. would 
naturally treat the conditions of the instant claims since said conditions are in fact 
symptoms of the disease states treated by the methods of Finke et al. It is noted that In 
re Best (195 USPQ 430) and In re Fitzgerald (205 USPQ 594) discuss the support of 
rejections wherein the prior art discloses subject matter, which there is reason to believe 
inherently includes functions that are newly cited, or is identical to a product instantly 
claimed. In such a situation the burden is shifted to the applicants to "prove that subject 
matter to be shown in the prior art does not possess the characteristic relied on" (205 
USPQ 594, second column, first full paragraph). There is no requirement that a person 
of ordinary skill in the art would have recognized the inherent disclosure at the time of 
invention, but only that the subject matter is in fact inherent in the prior art reference. 
Schering Corp. v. Geneva Pharm. Inc., 339 F.3d 1373, 1377, 67 USPQ2d 1664, 1668 
(Fed. Cir. 2003); see also Toro Co. v. Deere & Co., 355 F.3d 1313, 1320, 69 USPQ2d 
1584, 1590 (Fed. Cir. 2004) ("[T]he fact that a characteristic is a necessary feature or 
result of a prior-art embodiment (that is itself sufficiently described and enabled) is 
enough for inherent anticipation, even if that fact was unknown at the time of the prior 
invention"). Also see SmithKline Beecham Corp. v. Apotex Corp., 403 F.3d 1331, 
1343-44, 74 USPQ2d 1398, 1406-07 (Fed. Cir. 2005) (holding that a prior art patent to 
an anhydrous form of a compound "inherently" anticipated the claimed hemihydrate 
form of the compound because practicing the process in the prior art to manufacture the 
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anhydrous compound "inherently results in at least trace amounts of the claimed 
hemihydrate even if the prior art did not discuss or recognize the hemihydrate). 

Claim Rejections - 35 USC § 103 

1 1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

12. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

13. Claims 1 and 4-6 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Finke et al. (WO 00/76972 A1 ). 

The teachings of Finke et al. are presented supra. 

As presented supra Finke et al. teach CCR5 antagonists are useful in the 
treatment of diseases and conditions associated with inter alia inflammation and 
infection, including graft rejection, and reperfusion injury. These are all conditions which 
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might occur as a result of surgery, and in particular, cardiac surgery. It would have 
been obvious to one of ordinary skill in the art at the time of the invention to utilize the 
CCR5 antagonist compounds taught by Finke et al. to treat (or pre-treat) these stress 
response related reactions of surgical patients, including those patients undergoing 
cardiac surgery. Said artisan would have been motivated to reduce the inflammation, 
fever, malaise and potential for infection which often accompany surgery. Reperfusion 
injury and graft rejection are potential responses to cardiac surgery. Amelioration of 
these conditions eases patient discomfort and hastens patient prognosis and recovery. 

A reference is good not only for what it teaches by direct anticipation but also for 
what one of ordinary skill in the art might reasonably infer from the teachings. {In re 
OpprechtW USPQ 2d 1235, 1236 (Fed Cir. 1989); In re Bode 193 USPQ 12 (CCPA) 
1 976). In light of the forgoing discussion, the Examiner concludes that the subject 
matter defined by the instant claims would have been obvious within the meaning of 35 
USC 1 03(a). From the teachings of the references, it is apparent that one of ordinary 
skill in the art would have had a reasonable expectation of success in producing the 
claimed invention. Therefore, the invention as a whole is prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 

Contrary to Applicants assertion that in light of the amendment to Claim 1 Finke 
et al. do not teach or suggest the methods of the instant claims, the methods taught by 
Finke et al. do teach and suggest the instant methods. See supra. 
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Conclusion 

14. Claims 1 and 4-6 are rejected. 

15. No claims are allowed. 

16. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

1 7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to GREGG POLANSKY whose telephone number is 
(571)272-9070. The examiner can normally be reached on Mon-Thur 9:30 A.M. - 7:00 
P.M. EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin H. Marschel can be reached on (571) 272-0718. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Gregg Polansky/ 
Examiner, Art Unit 1614 

/Ardin Marschel/ 

Supervisory Patent Examiner, Art Unit 1614 



